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(f) Device intended to be implanted in the 
human body for more than 1 year means a de-
vice that is intended to be placed into a sur-
gically or naturally formed cavity of the 
human body for more than 1 year to continu-
ously assist, restore, or replace the function 
of an organ system or structure of the 
human body throughout the useful life of the 
device. The term does not include a device 
that is intended and used only for temporary 
purposes or that is intended for explantation 
in 1 year or less.

* * * * *

§ 821.4 Imported devices. 
For purposes of this part, the im-

porter of a tracked device shall be con-
sidered the manufacturer and shall be 
required to comply with all require-
ments of this part applicable to manu-
facturers. Importers must keep all in-
formation required under this part in 
the United States.

Subpart B—Tracking Requirements
§ 821.20 Devices subject to tracking. 

(a) A manufacturer of any device the 
failure of which would be reasonably 
likely to have a serious adverse health 
consequence, that is either a life-sus-
taining or life-supporting device used 
outside of a device user facility or a 
permanently implantable device, or a 
manufacturer of any other device that 
FDA, in its discretion, designates for 
tracking, shall track that device in ac-
cordance with this part. 

(b) Manufacturers have the responsi-
bility to identify devices that meet the 
criteria for tracking and to initiate 
tracking. By way of illustration and to 
provide guidance, FDA has set out 
below a list of example devices it re-
gards as subject to tracking under the 
criteria set forth in this regulation. 

(1) Permanently implantable devices.

21 CFR Classification 

870.3450 Vascular graft prosthesis of less than 6 millime-
ters diameter 

870.3460 Vascular graft prosthesis of 6 millimeters and 
greater diameter 

(no cite) Total temporomandibular joint prosthesis. 
(no cite) Glenoid fossa prosthesis. 
(no cite) Mandibular condyle prosthesis. 
(no cite) Interarticular disc prosthesis (interpositional im-

plant). 
870.3545 Ventricular bypass (assist) device 
870.3610 Implantable pacemaker pulse generator 
870.3680 Cardiovascular permanent pacemaker electrode 
870.3800 Annuloplasty ring 

21 CFR Classification 

870.3925 Replacement heart valve 
(no cite) Automatic implantable cardioverter/defibrillator 

878.3720 Tracheal prosthesis 
882.5820 Implanted cerebellar stimulator 
882.5830 Implanted diaphragmatic/phrenic nerve stimulator 
(no cite) Implantable infusion pumps 

(2) Life-sustaining or life-supporting 
devices used outside device user facili-
ties

21 CFR Classification 

868.2375 Breathing frequency monitors (apnea monitors) 
(including ventilatory efforts monitors) 

868.5895 Continuous ventilator 
870.5300 DC-defibrillator and paddles 

(c) FDA designates the following de-
vices as subject to tracking. Manufac-
turers must track these devices in ac-
cordance with this part.

21 CFR Classification 

876.3350 Penile inflatable implant 
878.3530 Silicone inflatable breast prosthesis 
878.3540 Silicone gel-filled breast prosthesis 
876.3750 Testicular prosthesis, silicone gel-filled 
(no cite) Silicone gel-filled chin prosthesis 
(no cite) Silicone gel-filled angel chik reflux valve 

880.5725 Infusion pumps 

(d) FDA, when responding to pre-
market notification submissions and 
approving premarket approval applica-
tions, will notify the sponsor that FDA 
believes the device meets the criteria 
of section 519(e)(1) and therefore should 
be tracked. FDA will also, after noti-
fying the sponsor, publish a notice in 
the FEDERAL REGISTER announcing 
that FDA believes a new generic type 
of device is subject to tracking and so-
liciting comment on FDA’s position. If 
the device is a new generic type of de-
vice not already on the example list 
above, FDA will add it to this list. 

[58 FR 43447, Aug. 16, 1993, as amended at 58 
FR 43455, Aug. 16, 1993; 59 FR 15052, Mar. 31, 
1994.]

EFFECTIVE DATE NOTE: At 67 FR 5952, 
§ 821.20 was revised, effective May 9, 2002. For 
the convenience of the user, the revised text 
is set forth as follows:

§ 821.20 Devices subject to tracking. 
(a) A manufacturer of any class II or class 

III device that fits within one of the three 
criteria within § 821.1(a) must track that de-
vice in accordance with this part, if FDA 
issues a tracking order to that manufac-
turer. 
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(b) When responding to premarket notifica-
tion submissions and remarket approval ap-
plications, FDA will notify the sponsor by 
issuing an order that states that FDA be-
lieves the device meets the criteria of sec-
tion 519(e)(1) of the act and, by virtue of the 
order, the sponsor must track the device.

§ 821.25 Device tracking system and 
content requirements: manufac-
turer requirements. 

(a) A manufacturer of a tracked de-
vice shall adopt a method of tracking 
for each such type of device that it dis-
tributes that enables a manufacturer 
to provide FDA with the following in-
formation in writing for each tracked 
device distributed: 

(1) Except as required by order under 
section 518(e) of the act, within 3 work-
ing days of a request from FDA, prior 
to the distribution of a tracked device 
to a patient, the name, address, and 
telephone number of the distributor, 
multiple distributor, or final dis-
tributor holding the device for dis-
tribution and the location of the de-
vice; 

(2) Within 10 working days of a re-
quest from FDA for life-sustaining or 
life-supporting devices used outside a 
device user facility that are intended 
for use by a single patient over the life 
of the device and permanent implants 
that are tracked devices, after distribu-
tion to or implantation in a patient: 

(i) The lot number, batch number, 
model number, or serial number of the 
device or other identifier necessary to 
provide for effective tracking of the de-
vices; 

(ii) The date the device was shipped 
by the manufacturer; 

(iii) The name, address, telephone 
number, and social security number (if 
available) of the patient receiving the 
device; 

(iv) The date the device was provided 
to the patient; 

(v) The name, mailing address, and 
telephone number of the prescribing 
physician; 

(vi) The name, mailing address, and 
telephone number of the physician reg-
ularly following the patient if different 
than the prescribing physician; and 

(vii) If applicable, the date the device 
was explanted and the name, mailing 
address, and telephone number of the 
explanting physician; the date of the 

patient’s death; or the date the device 
was returned to the manufacturer, per-
manently retired from use, or other-
wise permanently disposed of. 

(3) Except as required by order under 
section 518(e) within 10 working days of 
a request from FDA for life-sustaining 
or life-supporting devices used outside 
device user facilities that are intended 
for use by more than one patient and 
that are tracked devices, after the dis-
tribution of the device to the multiple 
distributor: 

(i) The lot model number, batch num-
ber, serial number of the device or 
other identifier necessary to provide 
for effective tracking of the device; 

(ii) The date the device was shipped 
by the manufacturer; 

(iii) The name, address, and tele-
phone number of the multiple dis-
tributor; 

(iv) The name, address, telephone 
number, and social security number (if 
available) of the patient using the de-
vice; 

(v) The location of the device; 
(vi) The date the device was provided 

for use by the patient; 
(vii) The name, address, and tele-

phone number of the prescribing physi-
cian; and 

(viii) If and when applicable, the date 
the device was returned to the manu-
facturer, permanently retired from use, 
or otherwise permanently disposed of. 

(b) A manufacturer of a tracked de-
vice shall keep current records in ac-
cordance with its standard operating 
procedure of the information identified 
in paragraphs (a)(1), (a)(2) and (a)(3)(i) 
through (a)(3)(iii) of this section on 
each tracked device released for dis-
tribution for as long as such device is 
in use or in distribution for use. 

(c) A manufacturer of a tracked de-
vice shall establish a written standard 
operating procedure for the collection, 
maintenance, and auditing of the data 
specified in paragraphs (a) and (b) of 
this section. A manufacturer shall 
make this standard operating proce-
dure available to FDA upon request. A 
manufacturer shall incorporate the fol-
lowing into the standard operating pro-
cedure: 

(1) Data collection and recording pro-
cedures, which shall include a proce-
dure for recording when data which is 
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